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yr wrt fw* to rryt rf mitt f mm# t#i wi mr r 

y#ti m iNt 

Separate paging Is given to this Part hi order that It may be filed aa a separate 

compilation 

wiw «rtr #tr#TY ^sprwt rrirr 2 - 3 ^ ftr ^ ,Tn ^ faRr, '945 ft.—r 


srfa^mn 

iff 29 H 1984 

^rroipro1 , fo 415(si):—afWftr sfK surras UTRtft (Pif9, 1945 
*r *frr wlRT 9 rfa % fair Pw«ft <pr fanfafara fftft 

444 m nffafa TpMrtff tfa ft T/nttf «rfa % 

qqsrrcr, sifaftr sfhc ithtor »mmV arfafagR, 1940 (1940 w 23) 
gft who 12 ftfa 33 stf rti trPRiirt qrfa y<, wriRi 

£. to htti aP scftRTstnK pft ttw wrfwff *1 RnrTtrff 

Pr ftpj wftw farm ft, fftfar Rflft swift t Aft ftwrm 

ft i «n% 4 m n/ q^rr $1 mifft | fa ^a<t anr^q - tt, 3rt R*<T?r 
Aft' srfaRi faraft Rfa^RTf srtnfvra Aft Rfftf ft, Rfttrr aP 
S3RRSH ASTpr 5f(ft ftp cfT&® ft q*P faftt Aft StTfft Aft RRlft?T 
% qiRiir Ptavt: fen riw 1 

pft srrfan kt grirqf tt n't tpfat Rtrfa Aft Tntrffa ft qgft 

mi^- 9 Aft fW ^9 fa ft Rl^q /ill, Aifl'fT n wi 1 f^TRTTl 
ifatff I 


( 41 ) ■<Tr , T 5 % Tfafa % F4T.T AT fa‘fa>fafT AWT ■ AT A AT 
anqfa; :— 

"«w(l PfafaR, r-Ta«P, RTjrm mtSTiti Rfa 

ffafRA; 3 TTfW»xi” 

(at) fann? 49 % aati<t fajqtTrftrrr ^fTiFRfPr-T farm mnr, 

vqfa;:— 

" 494 ; anjtTTAT TTfilTAAf r fr,‘ Tft+ : 

RfffPr4R % srg-H traq irarrT jnr Pt^w 
ar^trm wrfwrfl Pitt gt<n aft farfsr airr nr ft Sr. trtFto 
fprift ftrqfTsrrqq ^ RT 4 Pwtt if qr ft-qf-r t-wt if 
Hiti* ^ Tpftr f'srqir TCT tfirfii' t fTpfqfTT qT 3 rf-T ?p 7 t if RT 
stfsPwiT afr ^Tifaf ttt ittt Tf?a ir qH Aif jn £: 

tt ?5 55 fr ifffisnp st^tt apt qffa 3ftar, srfaPwq i ap^ 

pfr qft Frnj" q/f /tiff >jft apTfs tPt sttupt 

Trrroi) (mrfm) fqqq, 1984 nfi sttor ’ttPlu 4ft ttt w 


TTTFTTpW’T 

1 . ttt Ppnff w RfMFT qin aiWfa sPt irom qrwf 
(TUlfretR) faint, 1984 & I 


(if) fami 50 AV ^TttqJT (3) t WT3 faFTfaiUtf sfa: 

Rtrffa fain ^rrtnn, smfa:-^ 

“( 4 ) faifaw stfftnrrif ipf ST^rfrp : 
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arfhfirmr % T nT rttk stu firpT Ftwt tt ufl> ,Tf 
$ir, srfrr ?rt sfr TtFet sro inn 4 Ton Utbra ttt 
% 3«nr Is?im !TT artafa fiTafar STTPH 4 ETITTi % faRT% 

IRT afWtT^ rM^T*rf'JT qT 5Tpt 3r m ^ftTFl^T % Tt^Ut 
«1r R^ffr *rdt a- ata W an ^pra* % 

ftf sHW 3f#n TTf STHT ^r’wr, TfT'lTFT =p 3TSTFT 

ftpjtfr fta fSrtrOTt «m an a# mi «fr aura ab. -laraa 
uraift (rtofaFr) famr, i9s-i ■*? vfw it TiriT h ;t t* n*- 

r; 

1-5-1979 n*F aarfatfirr TUFt tV tt jt urmff 

frm, 1945, TV TFiTP. T" 114 TffTT (■ TfT c T 

fham) % ?a smnrr f atFUr $ Ft-tY aVia srri 
TOWT tr,mh afiffiHn ^ft< firm (iffoaffo 

61) Jj;i fTWPTPT JfT pTTTt T? 1 iTftf £ 0*7* HITT 17, 

<anr 3 (i) if TOFfRr finafaW't arar^nTin iru nwiT 
(V-TT TOT ^ :— 

1. fflourTofifo 1241 7RT« 6-10-79 

2. (Tr°OTopfo 1242 arfij 0-10-79 

J. tTroSTTofito 1244^1^9-10-79 

4. ffroTTofro 1281 araar 12 - 10-79 

5. 430 frrFf«r 19-4-80 

6. flT°W°fa° 779 llTf'Sr 26-7-8 0 

7. nfoTirriho 540(a) THtw 22-9-80 

8 WoWofao 08o(3f) TRfST 5-12-80 
». RT°t!tofao 681 (»l) 5-12-80 

10. RToVToPlo 682(31) 1f€m 5-12-80 

11 . nr°"pr°fa<> 27 ( 31 ) ifrrfiw 17 - 1-81 

12. nro>WoFTo 478 (31) TTCf« 6-8-81 

13. UloHloFlo 02(31) Tit!® 15-2-82 

14. Rl»TTopro 462(31) arf)«r 22-6-82^ 

15- UfoTloPto 510(«r) WtW 20-7-82 

, 1». Utoiflofao 13(a) flriJW 7-1-83 
17 . RToTiofn* 3i8(*r) araar 1 - 5-34 
J*. UtoVtoPlo 331(a) UrffST 8-5-84 I 

[fto HW-l 1 014/3/S3-^f >FT <111 g* 'ft 115 1 ] 
'■(H'o'Tlo gjrprfaaa, tfiptT Jjfm 

MINISTRY OF HEALTH AND FAMILY 

WELFARE 

NOTIFICATION 

New Delhi, the 29th May, 1984 

G.S.R, 415(E):—The following draft of certain 
Wiles further to amend the Drugs and Cosmetics Rules, 
1945, which the Central Government proposes to 
mate, after consultation with the Drugs Technical 
Advisory Board, in exercise of the powers. conferred 
by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), is hereby published as re¬ 
quired by the said sections for the information of 
all persons likely to be affected thereby and notice 


is hereby given that the said draft rules will be taken 
into consideration after the expiry of a period of 
ninety days from the date on which the copies of 
the Official Gazette in which this notification is pub¬ 
lished are made available to the public. 

Any objections- or suggestions which may be re¬ 
ceived from any person with respect to the said draft 
rules before the expiry of the aforesaid period will 
be taken into consideration by the Central Govern¬ 
ment 

DRAFT RULES 

1. Thc c c rules may be called the Drugs and Cos¬ 
metics (Amendment) Ruled, 1984. 

2. In the Drugs and Cosmetics Rules, ]945,— 

(a) in part V, for the heading, the following 
shall be substituted, namely:— 

“Government Analysts, Inspectors, T icensmg 
Authorities and Controlling Authori¬ 
ties”; 

(b) after rule 49, the following rule shall be 
inserted namely:— 

"49-A Qualifications of a licensing authori¬ 
ty- 

A licensing authority appointed by a State Gov¬ 
ernment under the Act shall be a person who is a 
graduate in Pharmacy or Pharmaceutical Chemisir; 
from the University established in India by law and 
has at least trite years’ experience in the manufac¬ 
ture or testing of drugs or enforcement of the pro¬ 
visions of the Act: 

Provided that the requirement as to the academic 
qualification shall not apply to Inspectors appointed 
under thj s Act and who aore in position on the date 
of commencement of , the Drugs and Cosmetics 
(Amendment) Rules, 1984”; 

(c) in rule 50, after sub-rule (3), the follow¬ 
ing sub-rule shall be inserted, namely:— 

“(4) The controlling authority appointed by a 
State Government shall be a person who is a gra¬ 
duate i n Pharmacy or Pharmaceutical Chemistry 
from an University established ] n India by law and 
has at least five years’ experience in the manufac¬ 
ture or testing of Drugs or inforcement of the 
provisions of the Act : 

Provided that th e requirement as to the academic 
qualification shall not apply to Inspectors appointed 
under this Act and who are in position on the date 
of commencement of the Drugs and Cosmetics 
(Amendment) Rules, 1984”. 

NOTE: Die Drugs and Cosmetics Rules, 1945, as 
amended upto 1-5-1979, is contain^' in 
the publication of the Ministry of Health 
and Family Welfare (Department of 
Health) containing the Drugs and Cosme¬ 
tics Acts and the Rules (PDGHS-61). 
Subsequently the said rules have been 
amended by the following notifications 
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published in Part n, section 3(1) of the 
Gazette of India, namely:— 


1. 

G.S.R. 

1241 


dated 

6-10-79 

2. 

G.SJR.. 

1242 


dated 

6-10-79 

3. 

G.S.R. 

1243 


dated 

6-10-79 

4. 

G.S.R. 

1281 


dated 

12-10-79 

5. 

G.S.R. 

430 


dated 

19-4-80 

6. 

G.S.R. 

779 


dated 

26-7-80 

7. 

G.S.R. 

540 

(E) 

dated 

22-9-80 

8. 

G.S.R. 

680 

(E) 

dated 

5-12-80 

9. 

G.S.R. 

681 

(E) 

dated 

5-12-80 


10. G.S.R. 

682 (E) 

dated 

5-12-80 

11. G.S.R. 

27 (E) 

dated 

17-1-81 

12. G.S.R. 

478 (E) 

dated 

6-8-81 

13. G.S.R. 

62(E) dated 15-282 

14. G.S.R. 

462 (E) 

dated 

22-6-82 

15. G.S.R. 

510 (E) 

dated 

26-7-82 

16. G.S.R. 

13 (E) 

dated 

7-1-83 

17. G.S.R. 

318 (E) 

dated 

1-5-84 

18. G.S.R. 

331 (E) 

dated 

8-5-84 
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